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(3) Equipment must be installed so as 
to facilitate the cleaning and mainte-
nance of the equipment and of adjacent 
spaces. 

(4) Food-contact surfaces must be 
corrosion-resistant when in contact 
with food. 

(5) Food-contact surfaces must be 
made of nontoxic materials and de-
signed to withstand the environment of 
their intended use and the action of 
food, and, if applicable, cleaning com-
pounds, sanitizing agents, and cleaning 
procedures. 

(6) Food-contact surfaces must be 
maintained to protect food from aller-
gen cross-contact and from being con-
taminated by any source, including un-
lawful indirect food additives. 

(b) Seams on food-contact surfaces 
must be smoothly bonded or main-
tained so as to minimize accumulation 
of food particles, dirt, and organic mat-
ter and thus minimize the opportunity 
for growth of microorganisms and al-
lergen cross-contact. 

(c) Equipment that is in areas where 
food is manufactured, processed, 
packed, or held and that does not come 
into contact with food must be so con-
structed that it can be kept in a clean 
and sanitary condition. 

(d) Holding, conveying, and manufac-
turing systems, including gravimetric, 
pneumatic, closed, and automated sys-
tems, must be of a design and construc-
tion that enables them to be main-
tained in an appropriate clean and san-
itary condition. 

(e) Each freezer and cold storage 
compartment used to store and hold 
food capable of supporting growth of 
microorganisms must be fitted with an 
indicating thermometer, temperature- 
measuring device, or temperature-re-
cording device so installed as to show 
the temperature accurately within the 
compartment. 

(f) Instruments and controls used for 
measuring, regulating, or recording 
temperatures, pH, acidity, water activ-
ity, or other conditions that control or 
prevent the growth of undesirable 
microorganisms in food must be accu-
rate and precise and adequately main-
tained, and adequate in number for 
their designated uses. 

(g) Compressed air or other gases me-
chanically introduced into food or used 

to clean food-contact surfaces or equip-
ment must be treated in such a way 
that food is not contaminated with un-
lawful indirect food additives. 

§ 117.80 Processes and controls. 

(a) General. (1) All operations in the 
manufacturing, processing, packing, 
and holding of food (including oper-
ations directed to receiving, inspect-
ing, transporting, and segregating) 
must be conducted in accordance with 
adequate sanitation principles. 

(2) Appropriate quality control oper-
ations must be employed to ensure 
that food is suitable for human con-
sumption and that food-packaging ma-
terials are safe and suitable. 

(3) Overall sanitation of the plant 
must be under the supervision of one or 
more competent individuals assigned 
responsibility for this function. 

(4) Adequate precautions must be 
taken to ensure that production proce-
dures do not contribute to allergen 
cross-contact and to contamination 
from any source. 

(5) Chemical, microbial, or extra-
neous-material testing procedures 
must be used where necessary to iden-
tify sanitation failures or possible al-
lergen cross-contact and food contami-
nation. 

(6) All food that has become contami-
nated to the extent that it is adulter-
ated must be rejected, or if appro-
priate, treated or processed to elimi-
nate the contamination. 

(b) Raw materials and other ingredi-
ents. (1) Raw materials and other ingre-
dients must be inspected and seg-
regated or otherwise handled as nec-
essary to ascertain that they are clean 
and suitable for processing into food 
and must be stored under conditions 
that will protect against allergen 
cross-contact and against contamina-
tion and minimize deterioration. Raw 
materials must be washed or cleaned as 
necessary to remove soil or other con-
tamination. Water used for washing, 
rinsing, or conveying food must be safe 
and of adequate sanitary quality. 
Water may be reused for washing, rins-
ing, or conveying food if it does not 
cause allergen cross-contact or in-
crease the level of contamination of 
the food. 
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(2) Raw materials and other ingredi-
ents must either not contain levels of 
microorganisms that may render the 
food injurious to the health of humans, 
or they must be pasteurized or other-
wise treated during manufacturing op-
erations so that they no longer contain 
levels that would cause the product to 
be adulterated. 

(3) Raw materials and other ingredi-
ents susceptible to contamination with 
aflatoxin or other natural toxins must 
comply with FDA regulations for poi-
sonous or deleterious substances before 
these raw materials or other ingredi-
ents are incorporated into finished 
food. 

(4) Raw materials, other ingredients, 
and rework susceptible to contamina-
tion with pests, undesirable microorga-
nisms, or extraneous material must 
comply with applicable FDA regula-
tions for natural or unavoidable defects 
if a manufacturer wishes to use the 
materials in manufacturing food. 

(5) Raw materials, other ingredients, 
and rework must be held in bulk, or in 
containers designed and constructed so 
as to protect against allergen cross- 
contact and against contamination and 
must be held at such temperature and 
relative humidity and in such a man-
ner as to prevent the food from becom-
ing adulterated. Material scheduled for 
rework must be identified as such. 

(6) Frozen raw materials and other 
ingredients must be kept frozen. If 
thawing is required prior to use, it 
must be done in a manner that pre-
vents the raw materials and other in-
gredients from becoming adulterated. 

(7) Liquid or dry raw materials and 
other ingredients received and stored 
in bulk form must be held in a manner 
that protects against allergen cross- 
contact and against contamination. 

(8) Raw materials and other ingredi-
ents that are food allergens, and re-
work that contains food allergens, 
must be identified and held in a man-
ner that prevents allergen cross-con-
tact. 

(c) Manufacturing operations. (1) 
Equipment and utensils and food con-
tainers must be maintained in an ade-
quate condition through appropriate 
cleaning and sanitizing, as necessary. 
Insofar as necessary, equipment must 
be taken apart for thorough cleaning. 

(2) All food manufacturing, proc-
essing, packing, and holding must be 
conducted under such conditions and 
controls as are necessary to minimize 
the potential for the growth of micro-
organisms, allergen cross-contact, con-
tamination of food, and deterioration 
of food. 

(3) Food that can support the rapid 
growth of undesirable microorganisms 
must be held at temperatures that will 
prevent the food from becoming adul-
terated during manufacturing, proc-
essing, packing, and holding. 

(4) Measures such as sterilizing, irra-
diating, pasteurizing, cooking, freez-
ing, refrigerating, controlling pH, or 
controlling aw that are taken to de-
stroy or prevent the growth of undesir-
able microorganisms must be adequate 
under the conditions of manufacture, 
handling, and distribution to prevent 
food from being adulterated. 

(5) Work-in-process and rework must 
be handled in a manner that protects 
against allergen cross-contact, con-
tamination, and growth of undesirable 
microorganisms. 

(6) Effective measures must be taken 
to protect finished food from allergen 
cross-contact and from contamination 
by raw materials, other ingredients, or 
refuse. When raw materials, other in-
gredients, or refuse are unprotected, 
they must not be handled simulta-
neously in a receiving, loading, or ship-
ping area if that handling could result 
in allergen cross-contact or contami-
nated food. Food transported by con-
veyor must be protected against aller-
gen cross-contact and against contami-
nation as necessary. 

(7) Equipment, containers, and uten-
sils used to convey, hold, or store raw 
materials and other ingredients, work- 
in-process, rework, or other food must 
be constructed, handled, and main-
tained during manufacturing, proc-
essing, packing, and holding in a man-
ner that protects against allergen 
cross-contact and against contamina-
tion. 

(8) Adequate measures must be taken 
to protect against the inclusion of 
metal or other extraneous material in 
food. 

(9) Food, raw materials, and other in-
gredients that are adulterated: 
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(i) Must be disposed of in a manner 
that protects against the contamina-
tion of other food; or 

(ii) If the adulterated food is capable 
of being reconditioned, it must be: 

(A) Reconditioned (if appropriate) 
using a method that has been proven to 
be effective; or 

(B) Reconditioned (if appropriate) 
and reexamined and subsequently 
found not to be adulterated within the 
meaning of the Federal Food, Drug, 
and Cosmetic Act before being incor-
porated into other food. 

(10) Steps such as washing, peeling, 
trimming, cutting, sorting and inspect-
ing, mashing, dewatering, cooling, 
shredding, extruding, drying, whipping, 
defatting, and forming must be per-
formed so as to protect food against al-
lergen cross-contact and against con-
tamination. Food must be protected 
from contaminants that may drip, 
drain, or be drawn into the food. 

(11) Heat blanching, when required in 
the preparation of food capable of sup-
porting microbial growth, must be ef-
fected by heating the food to the re-
quired temperature, holding it at this 
temperature for the required time, and 
then either rapidly cooling the food or 
passing it to subsequent manufacturing 
without delay. Growth and contamina-
tion by thermophilic microorganisms 
in blanchers must be minimized by the 
use of adequate operating temperatures 
and by periodic cleaning and sanitizing 
as necessary. 

(12) Batters, breading, sauces, gra-
vies, dressings, dipping solutions, and 
other similar preparations that are 
held and used repeatedly over time 
must be treated or maintained in such 
a manner that they are protected 
against allergen cross-contact and 
against contamination, and mini-
mizing the potential for the growth of 
undesirable microorganisms. 

(13) Filling, assembling, packaging, 
and other operations must be per-
formed in such a way that the food is 
protected against allergen cross-con-
tact, contamination and growth of un-
desirable microorganisms. 

(14) Food, such as dry mixes, nuts, in-
termediate moisture food, and dehy-
drated food, that relies principally on 
the control of aw for preventing the 
growth of undesirable microorganisms 

must be processed to and maintained 
at a safe moisture level. 

(15) Food, such as acid and acidified 
food, that relies principally on the con-
trol of pH for preventing the growth of 
undesirable microorganisms must be 
monitored and maintained at a pH of 
4.6 or below. 

(16) When ice is used in contact with 
food, it must be made from water that 
is safe and of adequate sanitary quality 
in accordance with § 117.37(a), and must 
be used only if it has been manufac-
tured in accordance with current good 
manufacturing practice as outlined in 
this part. 

§ 117.93 Warehousing and distribution. 
Storage and transportation of food 

must be under conditions that will pro-
tect against allergen cross-contact and 
against biological, chemical (including 
radiological), and physical contamina-
tion of food, as well as against deterio-
ration of the food and the container. 

§ 117.95 Holding and distribution of 
human food by-products for use as 
animal food. 

(a) Human food by-products held for 
distribution as animal food without ad-
ditional manufacturing or processing 
by the human food processor, as identi-
fied in § 507.12 of this chapter, must be 
held under conditions that will protect 
against contamination, including the 
following: 

(1) Containers and equipment used to 
convey or hold human food by-products 
for use as animal food before distribu-
tion must be designed, constructed of 
appropriate material, cleaned as nec-
essary, and maintained to protect 
against the contamination of human 
food by-products for use as animal 
food; 

(2) Human food by-products for use as 
animal food held for distribution must 
be held in a way to protect against con-
tamination from sources such as trash; 
and 

(3) During holding, human food by- 
products for use as animal food must 
be accurately identified. 

(b) Labeling that identifies the by- 
product by the common or usual name 
must be affixed to or accompany 
human food by-products for use as ani-
mal food when distributed. 
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